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The Institute of Shortening and Edible Oils (ISEO) is grateful for this opportunity to submit 
comments to the Food and Drug Administration (FDA) regarding the FDA’s advance notice of 
proposed rulemaking on nutrition labeling of tram fatty acids. 68 Fed. Reg. 41,507 (July 11,2003). 

ISEO is the national, not-for-profit trade association representing the refiners of edible fats 
and oils in the United States. Its 18 members represent approximately 90 to 95 percent of the edible 
fats and oils processed domestically (18 billion pounds). These edible fats and oils are used in 
baking and frying fats (i.e., shortening), salad and cooking oils, margarine, confections, toppings, 
and as ingredients in a wide variety of other foods. 

I. BASIC PRINCIPLES 

Now that FDA has mandated nutrition labeling of tram fat inNutrition Facts,’ the agency is 
turning its attention to tram fat in nutrient content claims, health claims, and a possible footnote or 
disclosure statement. ISEO proposes that FDA keep the following basic principles in mind as it 
pursues this task: 

’ ISEO supports the definition of “tram fat” in FDA’s final rule on nutrition labeling of tram fat. 68 
Fed. Reg. 41,434 (July 11,2003). 
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1. The nutrition label should not single out tram fat as a nutrient uniquely to be avoided. 
To stigmatize trans fat would be bad public health policy. As FDA has indicated, its 
goal is to reduce intake of trans fat and saturated fat combined, not just one or the other. 
If tram fat is stigmatized, there will be a strong incentive for both manufacturers and 
consumers to substitute saturated fat for trans fat. The end result might be lower 
consumption of tram fat but higher total consumption of trans fat and saturated fat 
combined. This would be especially troubling, given the fact that there is little or no 
scientific data indicating that trans fat at low levels of intake raises serum total or LDL 
cholesterol. 

2. FDA should not require warning or disclosure statements about particular nutrients 
except where a food makes a nutrient content claim. It has been FDA’s longstanding 
policy that warning or disclosure statements about particular nutrients are not required 
unless a food makes a claim. This is because “there are no generally recognized levels at 
which nutrients such as fat, saturated fat, cholesterol, or sodium in an individual food 
will pose an increased risk of disease.“2 Only when a food makes a nutrient content 
claim, and thereby encourages consumers to emphasize that food in their diet, does FDA 
require disclosure of certain nutrients whose level in the food may increase risk of 
disease. FDA should not abandon this policy. 

3. FDA should not allow nutrition labeling policy to get ahead of scientific understanding. 
Thus far, FDA deserves praise for its patience and refusal to set policy until there is a 
basis grounded in adequate scientific data. FDA is correct not to establish a Daily Value 
(DV) for bans fat, given the insufficient data on which to base a DV. ISEO hopes that 
FDA will continue to set policy only where there is sufficient scientific data to support it. 

II. BACKGROUND 

The edible fats and oils industry is working aggressively to develop products that are free of 
trans fat or contain reduced levels of trans fat. This effort to reduce or eliminate tram fat has been 
going on for several years and will continue. ISEO believes that, in about five to ten years, the food 
industry will have a wide range of stable, affordable vegetable oil ingredient options that have no 
trans fat or reduced levels of trans fat. At that time, the edible fats and oils on the U.S. market will 
contain far less tram fat than they do today.3 

2 58 Fed. Reg. 2302,2307 (Jan. 6, 1993). ISEO believes this is also true for tram fat. 

3 ISEO notes that trans fat also is naturally present in beef and dairy products. The U.S. Department 
of Agriculture estimates that up to 20 percent of the trans fat consumed in the American diet is from 
these ruminant sources. Hunter, JE and Applewhite, TH, Reassessment of trans fatty acid 
availability in the U.S. diet, Am J. Clin. Nutr., 54: 363-369, 1991. 
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A footnote that singles out one nutrient, or group of nutrients, in a negative way inevitably 
will be perceived by consumers as a warning. In a recent consumer research study, a footnote 
about trans fat tended to focus consumer attention on trans fat to the exclusion of all other nutrients.5 
However innocuously FDA may try to word the footnote, the consumer take-home message will be 
to avoid those nutrients. Since the footnote presumably would appear only on the labels of foods 
that contain the nutrients mentioned in the footnote (i.e., trans fat, saturated fat, and/or cholesterol), 
the message will be that consumers should avoid the labeled food. Even if the footnote is phrased as 
abstract advice about intake of trans fat, consumers will relate the footnote to the labeled food. 

Requiring a warning statement about particular nutrients in a food is something that FDA has 
specifically rejected in the past. In 1993, FDA specifically rejected suggestions that it should require 
warning statements about particular nutrients, such as fat and saturated fat, when present above 
specified levels. FDA stated that “there are no generally recognized levels at which nutrients such as 
fat, saturated fat, cholesterol, or sodium in an individual food will pose an increased risk of disease.” 
58 Fed. Reg. at 2307. Therefore, it would be inappropriate to require warning or disclosure 
statements about such nutrients, unless a food makes a nutrient content claim and thereby encourages 
consumers to emphasize that food in their diet. Using the same reasoning, FDA should not now 
require a warning statement about trans fat in the absence of a claim. 

Even if the footnote is viewed as a neutral dietary guidance statement rather than as a 
warning, it still should not be required. FDA has never mandated any kind of dietary guidance 
statement on food labels, and ISEO does not believe it should do so now. Mandating a dietary 
guidance statement about trans fat would create a dangerous precedent and would create pressure to 
mandate dietary guidance statements about other nutrients and foods. If FDA mandates a dietary 
guidance statement about trans fat, saturated fat, and/or cholesterol, why should it not also mandate 
dietary guidance statements about calories, sugars, sodium, or fruits and vegetables? It has been 
FDA’s longstanding practice to issue dietary advice to the public in the Dietary Guidelines fir 
Americans and other educational materials. In addition, dietary advice is communicated to 
consumers through nutrient content claims, health claims, structure/function claims, and dietary 
guidance statements on food labels. While such claims are voluntary, food manufacturers generally 
are eager to make such claims and FDA can exercise considerable control over their use by easing or 
tightening regulatory restrictions governing their use. Thus, FDA has ample means at its disposal to 
convey dietary advice to the public without mandating a footnote or other label statement. 

5 In a study conducted by the International Food Information Council, it was found that the proposed 
footnote “Intake of trans fat should be as low as possible” caused consumers to focus exclusively on 
trans fat rather than the overall nutritional value of the food, resulting in inappropriate food choices. 
Cogent Research, Impact of Trans Fat Label Information on Consumer Food Choices (2003). 
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FDA has stated that the footnote is needed to help consumers understand the relative 
significance of the amount of trans fat in the context of a total daily diet.6 However, the footnote 
would not do this. If, for example, a food contains 1 gram (g) of trans fat per serving, the footnote 
would advise consumers to keep intake of @an8 fat low but would not explain the significance of 1 g 
of trans fat in a daily diet. The established mechanism for conveying the significance of the amount 
of a nutrient in the daily diet is the declaration of Percent Daily Value (%DV) in Nutrition Facts.7 In 
the absence of a DV, there is simply no good way to communicate this information to consumers. A 
footnote cannot take its place. FDA should wait until it has sufficient scientific information to 
establish a DV for tram fat. 

ISEO believes there are many other reasons why the footnote is ill-advised, including the 
following: 

l The footnote would result in an overemphasis by consumers on lipids. If FDA were to 
mandate a dietary guidance statement about a particular nutrient or class of nutrients, many 
consumers are likely to focus exclusively on those nutrients. In the past decade, the 
overriding attention paid to fat arguably has led many consumers to pay too little attention to 
calories, contributing to an epidemic of obesity. 

l The footnote would clutter an already crowded Nutrition Facts panel, making it less likely 
that consumers will read any of it. 

o The footnote options being considered by FDA are vague, nuanced, and confusing. ISEO 
believes they would add little or nothing to consumer understanding of tram fat, saturated 
fat, and cholesterol. 

l The footnote would be vulnerable to legal challenges. Under the First Amendment, 
government regulation of commercial speech, including regulations that compel speech, 
must be no more extensive than is necessary to advance a substantial government interest. 
Central Hudson Gas & Elec. Corp. v. Public Serv. Comm ‘n. of New York, 447 U.S. 557 
(1980). Because there are far less burdensome ways for FDA to educate the public about 
trans fat, saturated fat, and cholesterol, the footnote would be subject to attack as 
unconstitutional. 

’ “In the absence of a %DV for tram fat, the footnote statement will provide guidance to consumers 
when using the quantitative information to help maintain health dietary practices.” 67 Fed. Reg. 
69171, 69172 (Nov.15,2002). 

7 If the nutrition label uses a %DV to convey this information for some nutrients (e.g., total fat), but 
a footnote to convey this information for other nutrients (e.g., trans fat), the use of two different 
approaches to convey the same information is likely to confuse consumers. 
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Instead of mandating a footnote/warning about trans fat, FDA can achieve its purpose by 
means of nutrient content claims, health claims, and dietary guidance statements about trans fat, 
saturated fat, and/or cholesterol. FDA’s purpose is to educate consumers about trans fat and other 
cholesterol-raising lipids and to encourage food manufactures to reduce trans fat and other 
cholesterol-raising lipids in their products. All that FDA needs to do is to define new nutrient 
content claims about trans fat and incorporate tram fat criteria into existing nutrient content claims 
and health claims about cholesterol-raising lipids. FDA should also suggest dietary guidance 
statements regarding trans fat, saturated fat, and cholesterol that food manufacturers can use on 
product labels.8 The marketplace will do the rest. 

2. FDA should define the nutrient content claims ‘“tram fat free” and “reduced bans fat.” 

ISEO supports the creation of two new nutrient content claims about trans fat: “trans fat 
free” and “reduced trans fat.” Authorizing these claims will assist consumers who wish to avoid 
trans fat and will drive the market “in a nutritionally beneficial direction.” 68 Fed. Reg. at 41,508. 
The creation of these nutrient content claims will provide an additional incentive for food 
manufacturers to develop alternative products with little or no trans fat. 

a. “Trans fat free” 

ISEO supports the definition of “trans fat free” proposed by FDA in 1999. Under that 
proposed definition, in order to qualify for a claim of “trans fat free, ” a food must contain less than 
0.5 g of trans fat and less than 0.5 g of saturated fat per reference amount customarily consumed 
(RACC) and per serving. 

ISEO believes that the definition of “trans fat free” should be modeled on the existing 
definition of the claim “saturated fat free,” but with one exception. Under present rules, foods that 
qualify as “saturated fat free” without the benefit of special processing, alteration, formulation, or 
reformulation to lower their saturated fat content (i.e., foods that are naturally free of saturated fat) 
may make a “saturated fat free” claim provided the claim discloses that saturated fat is not normally 
present in the food (e.g., “broccoli, a saturated fat free food”). Compared to saturated fat, trans fat is 
present in fewer foods, is naturally present in even fewer foods, and usually is present at lower 
levels. ISEO is concerned that the claim “a trans fat free food” might appear on labels of virtually 
every food in the supermarket. We believe this would be an abuse of the nutrient content claim 
“trans fat free” that would mislead consumers into believing that t7an.s fat is far more prevalent in 
the food supply than is the case. Therefore, we propose that the claim “trans fat free” should be 

* FDA recently announced its intention to publish an advance notice of proposed rulemaking 
regarding use of dietary guidance statements in food labeling. FDA, “FDA’s Implementation of 
‘Qualified Health Claims’: Questions and Answers” (Aug. 27, 2003), QS. With regulations 
governing use of dietary guidance statements, we anticipate that far more food products will use 
dietary guidance statements in labeling. 



Memorandum to Division of Dockets Management 
October 9, 2003 
Page 7 

limited to foods that have undergone special processing, alteration, formulation, or reformulation to 
lower their tram fat content. 

b. “Reduced tram fat” 

ISEO believes that the claim “reduced pans fat:’ should be defined as a redu@ion,of at least 
25 percent in trans fat per RACC as compared to an appropriate reference food without increasing 
saturated fat content by more than 50 percent of the decrease in trams fat. This definition would 
prevent manufacturers from making a “reduced tram fat” claim if they have merely substituted 
saturated fat for trans fat. It would, however,‘recognize that in most foods that require solid fat a 
significant reduction in trans fat content requires addition of saturated fat to maintain the same 
functional properties. This definition will provide manufacturers with an incentive to reduce trans 
fat levels even where they may not be able to meet the stringent criteria for a “tram fat free” claim. 
We note that both saturated fat and trans fat content will be declared in Nutrition Facts. Moreover, 
if the food making the claim exceeds the disclosure level for saturated fat, the claim would need to 
be accompanied by a disclosure statement such as “see nutrition information for saturated fat 
content.” 

C. “Low trans fat” 

Because FDA defines “low” claims in relation to the Daily Value of the subject nutrient, and 
because there is no DV for trans fat, ISEO believes it is not possible to define a “low” claim for 
trans fat at this time. 

d. Disclosure statements 

In the advance notice of proposed rulemaking, FDA indicated that the proposed footnote 
(e.g., “Intake of saturated fat, tram fat, and cholesterol should be kept low while maintaining a 
nutritionally adequate diet”) might be required as “a disclosure statement in conjunction with 
claims.” 68 Fed. Reg. at 41,507. ISEO does not believe that nutrient content claims such as “trans 
fat free” or “reduced trans fat” should be required to be accompanied by such a disclosure 
statement.’ Requiring such a disclosure statement is unnecessary, because it is implied in the 
nutrient content claim. Consumers understand that, if a food claims to have no, low, or reduced 
levels of a particular nutrient, that nutrient is one that should be kept low. Mandating the disclosure 

’ ISEO is concerned that the use of the term “disclosure statement” to refer to this statement is likely 
to be confusing to many in the food industry. Many readers are likely to confuse this with the 
disclosure required by 21 C.F.R. $5 101.13(h). The term “disclosure statement” implies that the 
food has an undesirable attribute that needs to be disclosed. If FDA decides to require this label 
statement, ISEO would prefer that FDA refer to it using a different term, such as “accompanying 
information” for certain nutrient content claims. 
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statement effectively penalizes foods that make the triggering nutrient content claim and may 
prevent some foods with limited label space from using the nutrient content claim. While FDA 
might encourage foods making nutrient content claims about trans fat, saturated fat, and/or 
cholesterol to add an accompanying explanatory statement, ISEO believes that such statement should 
be optional, not mandatory. 

3. For existing nutrient content claims, FDA should add a trans fat criterion only where 
doing so is necessary to prevent the claim from misleading consumers. 

FDA is considering adding tram fat limits to existing nutrient content claims about saturated 
fat and cholesterol as well as existing claims “lean, ” “extra lean,” and “healthy.” Alternatively, FDA 
is considering requiring that a tram fat disclosure statement accompany such claims. 

ISEO believes that a trans fat limit should be added to existing nutrient content claims about 
other nutrients only to the extent that doing so is necessary to prevent the claim from being 
misleading. In considering whether a claim may mislead consumers, FDA should bear in mind that 
the Nutrition Facts panel will soon include a quantitative declaration for tram fat. While FDA has 
stated that it believes that trans fat and saturated fat have similar effects on serum cholesterol, ISEO 
notes that there continues to be much debate in the scientific community about the impact of tram 
fat and saturated fat on serum cholesterol. 

a. “Saturated fat free” 

The existing definition of “saturated fat free” already includes a limit on tram fat. Under the 
existing regulation, a food may make a “saturated fat free” claim if it contains less than 0.5 g of 
saturated fat and less than 0.5 g of trans fat per RACC and per serving. 2 1 C.F.R. $ 101.62(c)(l)(i). 
Therefore, there is no need to amend this nutrient content claim. 

b. “Reduced saturated fat” 

ISEO believes that the existing definition of “reduced saturated fat” should be amended to 
require a reduction of at least 25 percent in saturated fat per RACC as compared to an appropriate 
reference food without increasing trans fat content by more than 50 percent of the decrease in 
saturated fat. This definition will give manufacturers an incentive to reduce saturated fat content 
even where it may not be possible to meet the strict criteria for a “saturated fat free” claim. This 
definition would prevent manufacturers from making a “reduced saturated fat” claim if they have 
merely substituted trans fat for saturated fat. It would, however, recognize that in most cases a 
significant reduction in saturated fat requires a small addition of tram fat. We note that both 
saturated fat and trans fat content will be declared in Nutrition Facts. Moreover, if the food making 
the claim exceeds the disclosure level for saturated fat, the claim would need to be accompanied by a 
disclosure statement such as “see nutrition information for saturated fat content.” 
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C. “Low saturated fat” 

ISEO believes that the definition of “low saturated fat” should not be changed. FDA has 
always set the nutrient levels in “low” claims based on the Daily Values for the subject nutrients. 
Unlike “free” claims (where FDA requires a level at or near the limit of detection) and “reduced” 
claims (where FDA requires a reduction of at least 25 percent), FDA defines “low” claims 
exclusively in terms of Daily Values. In the absence of a Daily Value for tram fat, ISEO does not 
see how FDA can set any limit on tram fat in a “low” claim. 

Instead, ISEO proposes that FDA require a disclosure statement about tram fat accompany 
the claim “low saturated fat” if the labeled food contains more t&n an-insignificant amount of trans 
fat. For example, if the food bearing the claim contains 0.5 g or more of tram fat, the claim should 
be required to be accompanied by the disclosure statement “see nutrition information for tram fat 
content.” Such a disclosure would prevent consumers from being misled by a claim of “low 
saturated fat” on a food that contains tram fat. 

If FDA nevertheless believes it is essential that there be some limit on trqns fat in the 
definition of “low saturated fat,” ISEO believes that limit should be 1 g or less of trans fat per 
RACC. We believe that a tram fat limit of 1 g or less per RACC is appropriate for this claim. It 
would be illogical to impose a stricter limit on trans fat than is imposed on the nutrient (i.e., 
saturated fat) that is the subject of the claim.” Moreover, setting a lower limit for trans fat would 
mean that the criteria for a “low saturated fat” claim would be almost identical to the, criteria for a 
“saturated fat free” claim. This would have had the effect of eliminating the “low saturated fat” 
claim, since virtually any food that would qualify as “low saturated fat” could be reformulated to 
qualify as “saturated fat free.” ISEO believes that would defeat the purpose of the “low saturated 
fat” claim, which is to encourage foods with significant amounts of saturated fat to reduce saturated 
fat content. 

In this connection, we also note that there is virtually no evidence that trans fat at low 
levels of intake increases serum total or LDL cholesterol levels. In addition, trans fat is far less 
prevalent in the food supply than is saturated fat. Americans on average consume 4 to 5 times as 
much saturated fat as trans fat. ’ i 

” The only “low” claim that includes a limit on a nutrient other than the nutrient named in the claim 
is “low cholesterol,” which includes a limit of 2 g or less saturated fat. 21 C.F.R. 5 
101.62(d)(2)(i)(B), (ii)(B). 

” “Revealing Pans Fat,” FDA Consumer, Sept.-Oct. 2003, p. 22. 
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d. “Cholesterol free” 

ISEO proposes that the definition of “cholesterol free” be amended to require that a food 
bearing this claim must contain less than 2 milligrams (mg) of cholesterol, 2 g or less saturated fat, 
and 2 g or less trans fat per RACC. 

For the reasons discussed above with regard to the claim “low saturated fat,” ISEO believes 
that a limit of 2 g or less tram fat per RACC is appropriate for this claim. Given the far lower 
prevalence of tram fat in the food supply, and the paucity of evidence that low intakes of tram fat 
increase serum cholesterol, a food containing up to 2 g of tram fat is consistent with dietary 
guidelines. 

e. “Reduced cholesterol” 

ISEO believes that the definition of “reduced cholesterol” should be amended to require that 
a food bearing this claim must have at least a 25 reduction in cholesterol per RACC as compared to 
an appropriate reference food, 2 g or less saturated fat per RACK, and 2 g or less trans fat per 
RACC. 

For the reasons discussed above with regard to the claim “low saturated fat,” HE0 believes 
that a limit of 2 g or less trans fat per RACC is appropriate for this claim. Given the far lower 
prevalence of trans fat in the food supply, and the paucity of evidence that low intakes of trans fat 
increase serum cholesterol, a food containing up to 2 g of trans fat is consistent with dietary 
guidelines. 

f. “Low cholesterol” 

ISEO believes that the definition of “low cholesterol” should not be changed. FDA has 
always set the nutrient levels in “low” claims based on the Daily Values for the subject nutrients. 
Unlike “free” claims (where FDA requires a level at or near the limit of detection) and “reduced” 
claims (where FDA requires a reduction of at least 25 percent), FDA defines “low” claims 
exclusively in terms of Daily Values. In the absence of a Daily Value for trans fat, ISEO does not 
see how FDA can set any limit on trans fat in a “low” claim. 

Instead, ISEO proposes that FDA require a disclosure statement about trans fat accompany 
the claim “low cholesterol” if the labeled food, contains more than an insignificant amount of trans 
fat. For example, if the food bearing the claim contains 0.5 g or more of trans fat, the claim should 
be required to be accompanied by the disclosure statement “see nutrition information for trans fat 
content.” Such a disclosure would prevent consumers from being misled by a claim of “low 
cholesterol” for a food that contains tram fat., 

If FDA nevertheless determines that it is essential to include a, limit on tryzs fat in the 
definition of “low cholesterol,” ISEO believes that the limit should be 2 g or less of trans fat per 
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RACC. For the reasons discussed above with regard to the claim “low saturated fat,” ISEO believes 
that a limit of 2 g or less trans fat per RACC is appropriate for this claim. If FDA were to set a 
lower limit on tram fat, many of the foods that currently qualify for this claim likely would no 
longer qualify. In addition, given the far lower prevalence of trans fat in the food supply, and the 
paucity of evidence that low intakes of trans fat increase serum cholesterol, a food containing up to 2 
g of tram fat is consistent with dietary guidelines. 

4. There is no need for FDA to amend existing health claim regulations to add a t~ans fat 
limit, because all health claims that contain a message about risk of heart disease 
already require that foods making the claims must be “low in saturated fat” and “low 
in cholesterol.” 

FDA has indicated it is considering whether to add a trans fat requirement to existing health 
claims that contain a message about cholesterol-raising lipids. There is no need for FDA to amend 
these health claims. That is because all existing health claims that contain a message about risk of 
heart disease already require that qualifying foods must be “low in saturated fat” and “low in 
cholesterol.“12 If FDA adds a tram fat limit in the definitions of “low saturated fat” and “low 
cholesterol,” it would be redundant to add a limit on tram fat in the requirements for health claims. 

FDA should, however, consider amending the existing health claim for saturated fat and 
cholesterol and risk of heart disease (21 C.F.R. 8 101.75) so that it includes trans fat. FDA should 
not amend the requirements regarding the nature of the food making this claim. Those requirements 
already specify that the food must qualify as “low saturated fat, ” “low cholesterol,” and “low fat” (or 
“extra lean” in the case of fish and game meat).i3 21 C.F.R. 9 101.75(c)(2)(ii). However, the 
regulation should be amended to allow reference to trans fat in the claim. 

5. Without a Daily Value for trans fat, FDA should not set a disclosure/disqualifying level 
for tram fat. 

FDA is considering establishing a level of trans fat that would trigger disclosure statements 
for nutrient content claims, under 2 1 C.F.R. $ 101.13(h)(l), and that would disqualify a food from 
any health claims, under 21 C.F.R. 9 101.14(a)(4). FDA’s regulations currently include 
disclosure/disqualifying levels for total fat, saturated fat, cholesterol, and sodium. For each of these 
nutrients, the disclosure/disqualifying level is set at 20 percent of the Daily Value for that nutrient. 

l2 See 21 C.F.R. $9 101.75(c)(2)(ii), 101.77(c)(2)(ii)(B), lOl.Sl(c)(2)(iii)(C), 101.82(c)(2)(iii)(B), 
and 101.83(c)(2)(iii)(B). 

I3 If FDA adds a limit on trans fat in the definitions for “low saturated fat” and “low cholesterol,” it 
would be redundant to add a specific limit on trans fat in the criteria for this health claim. 
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In  th e  a b s e n c e  o f a  Dai ly  V a l u e  fo r  t ram fa t, IS E O  d o e s  n o t be l i eve  it is app rop r ia te  fo r  F D A  
to  set  a  d isc losure/d isqual i fy ing leve l  fo r  t rans fa t. A n y  such  d isc losure/d isqual i fy ing leve l  w o u l d  
necessar i l y  b e  arbi t rary.  W e  be l ieve  th a t a n y  a tte m p t to  es tab l ish  a  d isc losure/d isqual i fy ing leve l  
m u s t awai t  a  Dai ly  V a l u e  fo r  t ram fa t. 

6 . F D A  shou ld  c lear  u p  pub l i c  c o n fus ion  a b o u t “h y d r o g e n a te d  oi ls” a n d  “part ia l ly  
h y d r o g e n a te d  oi ls.” 

M e d i a  cove rage  o f t ram fa t, a n d  e v e n  s o m e  o f F D A ’s o w n  e d u c a tio n a l  m a ter ials,  h a v e  to ld  
consumers  th a t a n y  fo o d  c o n ta in ing  part ia l ly  h y d r o g e n a te d  oi ls  c o n ta ins  t ram fa t.1 4  Th is  is n o t t rue. 
T h e  fact  th a t a  fo o d  lists “part ia l ly  h y d r o g e n a te d  oi ls” o r  “h y d r o g e n a te d  oi ls” in  its ing red ien ts  
dec la ra t ion  d o e s  n o t necessar i l y  m e a n  th e  fo o d  c o n ta ins  t ram fa t. For  e x a m p l e , s o m e  oi l  p r o d u c ts 
o n  th e  m a r k e t consist  o f a  b l e n d  o f u n h y d r o g e n a te d  v e g e ta b l e  o i ls  c o m b i n e d  wi th v e g e ta b l e  o i ls  wi th 
a  re lat ively h i g h  d e g r e e  o f h y d r o g e n a tio n . T h e  resu l t ing b l e n d  c o n ta ins  n o  t ram fa t. Y e t, th e s e  
p r o d u c ts wi l l  b e  l is ted as  “part ia l ly  h y d r o g e n a te d ” o r  “h y d r o g e n a te d ” oi ls  in  th e  ingred ien ts  
dec la ra t ion  a n d  p e r h a p s  b e  pe rce ived  as  c o n ta in ing  t rans fa t w h e n  in  fact  th e y  m a y  n o t. 

It is very  impor tan t  th a t consumers  n o t b e  s teered  a w a y  f rom such  p r o d u c ts b e c a u s e  th e y  
m istakenly  be l i eve  th e y  c o n ta in  t rans fa t. The re  is p o te n tia l  fo r  a  ma jo r  i nc rease  in  th e  u s e  o f th e s e  
t rans fa t f ree a l ternat ive p r o d u c ts. H o w e v e r , if consumers  a re  l ed  to  be l i eve  th a t a l l  p r o d u c ts 
c o n ta in ing  part ia l ly  h y d r o g e n a te d  oi ls  h a v e  t rans fa t, m a n u facturers  wi l l  l ose  the i r  incent ive  to  
re fo rmula te  the i r  p r o d u c ts u t i l iz ing th e s e  a l ternat ive oi ls. 

The re  is a lso  a  m e d i a  a n d  c o n s u m e r  m ispercept ion  th a t a l l  par t ia l ly  h y d r o g e n a te d  oi ls  c o n ta in  
t rans fa t. IS E O  u rges  F D A  to  rev ise  its e d u c a tio n a l  m a ter ia ls  ( inc lud ing  th e  Dietary  G u ide l ines  fo r  
A m e r i c a n s , p ress  re leases,  a n d  q u e s tio n  a n d  a n s w e r  d o c u m e n ts) to  ref lect a  m o r e  accura te  
u n d e r s ta n d i n g  o f par t ia l ly  h y d r o g e n a te d  oi ls. F D A  shou ld  adv ise  consumers  c o n c e r n e d  a b o u t t rans 
fa t to  look  first fo r  a  t rans fa t dec la ra t ion  in  N u tri t ion Facts, s ince  th e  ingred ien ts  dec la ra t ion  is n o t 
a lways  th e  b e s t m e th o d  o f d e te rm in ing  t rans fa t p resence .  

* 3 %  * * * 

l4  “Trans  fa ts lurk th r o u g h o u t th e  A m e r i c a n  d iet  - in.. . . a n y th i n g  wi th part ia l ly  h y d r o g e n a te d  oi ls  as  
a n  ingred ient .” J. W e inraub,  “T h e  H i d d e n  F a t,” W a s h i n g to n  P o s t, S e p t. 1 0 ,2 0 0 3 , p . Fl. 
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ISEO appreciates this opportunity to submit comments to the agency, and we look 
forward to working with FDA on these issues in the future. 

Respectfully submitted, 

Robert M. Reeves 
President 


